
Office of Communication,
Training and

Manufacturers Assistance

Mary T. Meyer

Division of
Hematology

Mark J. Weinstein, Ph.D.

Division of Emerging
Transfusion Transmitted

Diseases

Hira L. Nakhasi, Ph.D.

Division of Blood
Applications

Mary L. Gustafson

Director:  Kathryn C. Zoon, Ph.D.
Deputy Director (Operations):  Mark A. Elengold

Deputy Director (Medicine): *Jesse Goodman, M.D.

Special Assistant:  Dorothy L. Zur Nedden

Associate Director for Research:  Neil D. Goldman, Ph.D.

Associate Director for Medical and Intl Affairs:  Elaine C. Esber, M.D.

Associate Director for Policy:  Diane Maloney

Associate Director for Quality Assurance:  Sheryl L. Lard-Whiteford, Ph.D.

Associate Director for Review Management:  Robert A. Yetter, Ph.D.

Senior Policy Advisor and Counsellor for Biologics:  Jill H. Warner, J.D.

Division of Case
Management

*Mary Anne Malarkey

Office of Compliance and
Biologics Quality

Steven A. Masiello

Office of Blood Research
and Review

Jay S. Epstein, M.D.

Office of Vaccines
Research and Review

*William M. Egan, Ph.D.

Division of Bacterial,
Parasitic & Allergenic

Products

*Drusilla L. Burns, Ph.D.

Division of Viral
 Products

Peter A. Patriarca, M.D.

Division of Vaccines &
Related Products

Applications

Karen L. Goldenthal, M.D.

06/00.1*Acting

Division of Manufacturing
and Product Quality

John A. Elterman, Jr.

CENTER FOR BIOLOGICS EVALUATION AND RESEARCH

Office of Therapeutics
Research and Review

Jay P. Siegel, M.D.

Division of Cellular and
Gene Therapies

Philip D. Noguchi, M.D.

Division of Therapeutic
Proteins

(Vacant)

Division of Clinical Trial
Design and Analysis

Karen D. Weiss, M.D.

Division of Application
Review and Policy

Glen D. Jones

Division of Monoclonal
Antibodies

Kathryn E. Stein, Ph.D.

Office of Management

Don R. Peterson

Division of
Manufacturers Assistance

and Training

Gail H. Sherman

Division of Disclosure
and Oversight
Management

Joanne C. Binkley

Office of Information
Technology Management

Ron D. Conner

Division of Management
Services

Gerald L. Anderson

Division of Planning,
Evaluation, and Budget

Nancy D. Williams

Office of Biostatistics and
Epidemiology

Susan S. Ellenberg, Ph.D.

Division of Biostatistics

Peter A. Lachenbruch,
Ph.D.

Division of
Communication and

Consumer Affairs

Nancy L. Stansic

Division of Epidemiology

*M. Miles Braun, M.D.,
M.P.H.

Division of Inspections
and Surveillance

Elaine K. Cole



CENTER FOR
BIOLOGICS

EVALUATION
AND

RESEARCH

Office of
Compliance and Biologics

Quality
Steven A. Masiello

Director
Kathryn C. Zoon, Ph.D.

Deputy Director (Operations)
Mark A. Elengold

Deputy Director (Medicine)
*Jesse Goodman, M.D.

Special Assistant
Dorothy L. Zur Nedden

Associate Director for Research
Neil D. Goldman, Ph.D.

Associate Director for Medical and International Affairs
Elaine C. Esber, M.D.

Associate Director for Quality Assurance
Sheryl L. Lard-Whiteford, Ph.D.

Associate Director for Policy
Diane Maloney

Associate Director for Review Management
Robert A. Yetter, Ph.D.

06/00.2*Acting

Office of Vaccines
Research and Review

*William M. Egan, Ph.D.

Office of Communication,
Training & Manufacturers

Assistance

Mary T. Meyer

Office of
Therapeutics

Research and Review
Jay P. Siegel, M.D.

Office of Blood
Research and Review

Jay S. Epstein, M.D.

Office of
Biostatistics and

Epidemiology

Susan S. Ellenberg, Ph.D.

Office of
Management

Don R. Peterson



CBER
IMMEDIATE

OFFICE OF THE
DIRECTOR

*Acting

Director
Kathryn C. Zoon, Ph.D.

Deputy  Director (Operations)
Mark A. Elengold

Deputy Director (Medicine)
*Jesse Goodman, M.D.

Special Assistant
Dorothy L. Zur Nedden

Program Manager
Mary Katherine Mellinger

Equal Employment Opportunity & Workforce Diversity Staff
Chester Fisher

Scientific Advisors & Consultants Staff
William Freas, Ph.D.

Executive Secretariat Team
*Dorothy L. Zur Nedden

06/00.3

Associate Director for Research
Neil D. Goldman, Ph.D.

Associate Director for Medical and
International Affairs
Elaine C. Esber, M.D.

Regulations and Policy Staff
Steven F. Falter

Veterinary Services Staff
Philip J. Snoy, D.V.M.

Core Facilities Team
Nga Yen Nguyen, Ph.D.

Associate Director for Policy
Diane Maloney

Associate Director for Review
Management

Robert A. Yetter, Ph.D.

Quality Assurance Staff

Associate Director for Quality
Assurance

Sheryl L. Lard-Whiteford, Ph.D.



Director
Susan S. Ellenberg, Ph.D.

CBER
 OFFICE OF

BIOSTATISTICS
AND

EPIDEMIOLOGY

06/00.4*Acting

Therapeutics and Blood
Safety Branch

(Vacant)

Vaccine & Blood Product
Evaluation Branch

*A. Dale Horne, Dr.P.H.

Therapeutics Evaluation
Branch

*Ghanshyam Gupta, Ph.D.

Vaccine Safety Branch
(Vacant)

Division of Biostatistics
Peter A. Lachenbruch, Ph.D.

Division of Epidemiology
*M. Miles Braun, M.D., M.P.H



06/00.5

CBER
OFFICE OF

COMMUNICATION,
TRAINING AND

MANUFACTURERS
ASSISTANCE

*Acting

Director
Mary T. Meyer

Deputy Director
Dennis T. Strickland

Program Manager
Kim Athey

Division of Disclosure and
Oversight Management

Joanne C. Binkley

Division of Manufacturers
 Assistance and Training

Gail H. Sherman

Career Development and
Directed Training Branch

Marsha L. Pincus

Manufacturers Assistance and
Technical Training Branch

Lorrie H. McNeill

Division of Communication
and Consumer Affairs

Nancy L. Stansic

Access Litigation and Freedom
of Information Branch

Frederick J. Sadler

Communication Technology
Branch

Joyce M. Bagley

Consumer Affairs Branch
Julie Zawisza

Congressional and Oversight
Branch

Susan C. Frantz-Bohn



CBER
OFFICE OF

MANAGEMENT

*Acting 06/00.6

Director
Don R. Peterson

Deputy Director (CIO)
Ron D. Conner

Assistant Director for Safety
Larry M. Solomon

Program Specialist
Melissa R. Kriss

Planning and
Evaluation Branch

Mary Pat Leary

Management and
Facilities Branch

Maureen E. Sheridan

Program Management
Services Branch
Joyce A. Conerly

Division of Planning,
Evaluation, and Budget

Nancy D. Williams

Division of Management
Services

Gerald L. Anderson

Regulatory Information
Management Staff
Roger D. Eastep

Resource Management
Branch

Connie A. Giganti



CBER
OFFICE OF

MANAGEMENT,
OFFICE OF

INFORMATION
TECHNOLOGY
MANAGEMENT

*Acting 06/00.7

Director
Ron D. Conner

Division of Information
Technology Operations

Ginger G. Leo

Division of Information
Technology Development

John C. Chang

Division of Information
Technology Infrastructure

(Vacant)



CBER
OFFICE OF BLOOD

RESEARCH AND
REVIEW

Division of Blood
Applications

Mary L. Gustafson

Division of Hematology
Mark J. Weinstein, Ph.D

Division of Emerging &
Transfusion Transmitted

Diseases
Hira L. Nakhasi, Ph.D.

06/00.8*Acting

Director
Jay S. Epstein, M.D.

Deputy Director
Richard M. Lewis, Ph.D.

Associate Director for Science
John S. Finlayson, Ph.D.

Associate Director for Policy
Linda A. Smallwood, Ph.D.

Associate Director for Regulatory Affairs
Mary Elizabeth Jacobs, Ph.D.

Program Manager
Cynthia J. Lunn

Human Tissue Staff
Ruth R. Solomon, M.D.

Policy and Publications Staff
Linda A. Smallwood, Ph.D.



CBER-OBRR
DIVISION OF
EMERGING &

TRANSFUSION
TRANSMITTED

DISEASES

Laboratory of Bacterial, Parasitic, &
Unconventional Agents

David Asher, M.D.

Laboratory of Hepatitis & Related
Emerging Agents

(Vacant)

Director
Hira L. Nakhasi, Ph.D.

*Acting 06/00.9

Product Testing Staff
Charles O. Roberts, Ph.D.

Laboratory of Molecular Virology
Indira K. Hewlett, Ph.D.



CBER-OBRR
DIVISION OF

HEMATOLOGY

Laboratory of Hemostasis
(Vacant)

Laboratory of Plasma
Derivatives

Basil Golding, M.D.

Laboratory of Cellular
Hematology

(Vacant)

Director

Mark J. Weinstein, Ph.D.

06/00.10*Acting

Clinical Review Branch
Toby A. Silverman, M.D.



CBER-OBRR
DIVISION OF BLOOD

APPLICATIONS

*Acting

Blood and Plasma Branch
Jong-Hoon Lee, M.D.

Devices Review Branch
Sheryl A. Kochman

Regulatory Product Management
Branch

Leonard T. Wilson

06/00.11

Director
Mary L. Gustafson



Division of Vaccines and
Related Products

Applications
Karen L. Goldenthal, M.D.

Division of Viral
 Products

Peter A. Patriarca, MD

Division of Bacterial,
Parasitic & Allergenic

Products
*Drusilla L. Burns, Ph.D.

06/00.12*Acting

Director
*William M. Egan, Ph.D.

Deputy Director
*Norman W. Baylor, Ph.D.

Associate Director for Regulatory Policy
Norman W. Baylor, Ph.D.

Program Manager
Linda H. Shone

CBER
OFFICE OF VACCINES

RESEARCH AND
REVIEW



Laboratory of Mycobacterial
Diseases & Cellular Immunology

*Frank M. Collins, Ph.D.

Director
*Drusilla L. Burns, Ph.D.

Laboratory of Bacterial
Polysaccharides

Carl E. Frasch, Ph.D.

CBER-OVRR
 DIVISION OF

BACTERIAL, PARASITIC
& ALLERGENIC

PRODUCTS

06/00.13*Acting

Laboratory of Parasitic Biology
and Biochemistry

(Vacant)

Laboratory of
Immunobiochemistry

Jay E. Slater, M.D.

Laboratory of Respiratory and
Special Pathogens

Drusilla L. Burns, Ph.D.

Laboratory of Enteric and
Sexually Transmitted Diseases

Dennis J. Kopecko, Ph.D.

Laboratory of Bacterial Toxins

Willie F. Vann, Ph.D.

Laboratory of Biophysics
Richard Pastor, Ph.D.

Laboratory of Methods
Development & Quality Control

*Bruce D. Meade, Ph.D.



Director
Peter A. Patriarca, MD

CBER-OVRR
DIVISION OF VIRAL

PRODUCTS

06/00.14*Acting

Laboratory of Hepatitis Viruses
Stephen M. Feinstone, M.D.

Laboratory of Vector Borne Diseases
Lewis J. Markoff, M.D.

Laboratory of Retroviruses
Hana Golding, Ph.D.

Laboratory of DNA Viruses
Andrew M. Lewis, M.D.

Laboratory of Pediatric and
Respiratory Viral Diseases
Kathryn M. Carbone, M.D.

Laboratory of Method Development
*Konstantin M. Chumakov

Laboratory of Immunoregulation
Ira J. Berkower, M.D., Ph.D.



Director
Karen L. Goldenthal, M.D.

CBER-OVRR
 DIVISION OF

VACCINES AND
RELATED PRODUCTS

APPLICATIONS

*Acting 06/00.15

Bacterial Vaccines Branch
Paul G. Richman, Ph.D.

Viral Vaccines Branch
Loris D. McVittie, Ph.D.

Vaccine Clinical Trials Branch
Antonia Geber, M.D.



Division of Cellular and Gene
Therapies

Philip D. Noguchi, M.D.

Division of Therapeutic Proteins
(Vacant)

Division of Monoclonal Antibodies
Kathryn E. Stein, Ph.D.

Division of Clinical Trial Design and
Analysis

Karen D. Weiss, M.D.

Division of Application Review
and Policy

Glen D. Jones, Ph.D.

Director
Jay P. Siegel, M.D.

Deputy Director
Sharon T. Risso

Associate Director for Science
Edward E. Max, M.D.

Associate Director for Regulatory Policy
Bette A. Goldman, R.N., M.P.H.

Associate Director for Review
Glen D. Jones, Ph.D.

Program Manager
Anne E. Wilcox

CBER
OFFICE OF

THERAPEUTICS
RESEARCH AND

REVIEW

06/00.16*Acting



Laboratory of Stem Cell Biology
*Philip D. Noguchi, M.D.

Laboratory of Molecular Tumor
Biology

Raj K. Puri, M.D., Ph.D.

Director
Philip D. Noguchi, M.D.

Laboratory of Cellular
Immunology

Eda T. Bloom, Ph.D.

CBER-OTRR
 DIVISION OF

CELLULAR AND
GENE THERAPIES

*Acting

Laboratory of Immunology &
Developmental Biology

Suzanne L. Epstein, Ph.D.

06/00.17

Regulatory Science and Policy
Staff

*Joyce Frey Vasconcells, Ph.D.



Director
(Vacant)

Deputy Director
Amy S. Rosenberg, M.D.

CBER-OTRR
DIVISION OF

THERAPEUTIC
PROTEINS

Laboratory of Hematopoiesis
Dov H. Pluznik, Ph.D.

Laboratory of Gene Regulation
Edward E. Max, M.D.

Laboratory of Immunology
*Amy S. Rosenberg, M.D.

06/00.18*Acting

Laboratory of Chemistry
Blair A. Fraser, Ph.D.

Regulatory Science and Policy
Staff

Earl S. Dye, Ph.D.



Laboratory of Molecular and
Developmental Immunology

*Kathryn E. Stein, Ph.D.

Laboratory of Immunobiology
*Kathryn E. Stein, Ph.D.

Director
Kathryn E. Stein, Ph.D.

CBER-OTRR
DIVISION OF

MONOCLONAL
ANTIBODIES

06/00.19*Acting

Laboratory of Cell Biology
*Kathryn E. Stein, Ph.D.

Regulatory Science and Policy
Staff

*Keith O. Webber, Ph.D.



Director
Karen D. Weiss, M.D.

CBER-OTRR
DIVISION OF

CLINICAL TRIAL
DESIGN AND

ANALYSIS

06/00.20*Acting

Immunology & Infectious Diseases
Branch

William D. Schwieterman, M.D.

Oncology Branch
Richard Steffen, M.D.

Medicine Branch
Marc K. Walton, M.D.

Clinical Pharmacology and
Toxicology Branch

M. David Green, Ph.D.



Application Administration Branch
Wendy Aaronson

Director
Glen D. Jones, Ph.D.

CBER-OTRR
DIVISION OF

APPLICATION
REVIEW AND POLICY

06/00.21*Acting



CBER
OFFICE OF

COMPLIANCE AND
BIOLOGICS

QUALITY

06/00.22*Acting

Division of Case Management
*Mary Anne Malarkey

Division of Inspections and
Surveillance

Elaine K. Cole

Director
Steven A. Masiello

Deputy Director (Medicine)
Jerome A. Donlon, M.D., Ph.D.

Deputy Director (Operations)
James S. Cohen

Associate Director for Labeling Policy and
Medical Communication

Toni M. Stifano

Associate Director for Regulatory Policy
Jennifer A. Thomas

Program Manager
Elayne D. Coggins

Division of Manufacturing
and Product Quality
John A. Elterman, Jr.



06/00.23*Acting

CBER - OCBQ
DIVISION OF CASE

MANAGEMENT

Director
*Mary Anne Malarkey

Advertising and Promotional Labeling
Branch

William V. Purvis

Biological Drug & Device Compliance
Branch
(Vacant)

Blood and Tissue Compliance Branch
(Vacant)



06/00.24*Acting

CBER - OCBQ
DIVISION OF

INSPECTIONS &
SURVEILLANCE

Director
Elaine K. Cole

Bioresearch Monitoring Branch
Joseph P. Salewski

Program Surveillance Branch
(Vacant)

Program Inspection Branch
Jacqueline Little, Ph.D.



CBER - OCBQ
DIVISION OF

MANUFACTURING
AND PRODUCT

QUALITY

06/00.25*Acting

Product Release Branch
Deborah J. Parshall

Laboratory of Analytical
Chemistry

Joan C. May, Ph.D.

Laboratory of Standards and
Testing

Martha C. Anderson

Manufacturing Branch I
Julia M. Lukas

Manufacturing Branch II
Mary Anne Malarkey

Director
John A. Elterman, Jr.


